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August 16, 2005 



Examiner Blessing Fubara 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Re: U.S. Divisional Patent Application No. 10/071,490 entitled COMPOSITIONS 
AND METHODS FOR FORMING AND STRENGTHENING BONE 
Our File: 60019660-0021 

Dear Examiner Fubara: 

Thank you for your discussion yesterday. As we discussed preliminarily, we would 
suggest going with pending claims 95- 103 inserting "one or more of into claim 95, and related 
changes, as you had proposed in your unofficial draft to me. (See attached.) We would then also 
suggest a similar claim set based on 95 - 103, deleting the "compound selected from" verbiage, 
to read simply: 

"A composition for promoting the growth and strengthening of bone consisting 
essentially of a mixture of hyaluronic acid, cancellous bone, and demineralized bone 
matrix.' 3 

The "one or more" is expressly supported in the application at pages 4-6. 
The remaining claims would be canceled. 

Please let me know if you believe this is an appropriate basis for an Examiner's 
amendment. 



Best regards, 
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Ap plication/Control Number 1 0/071 ,490 Page 2 

An Unit: 1618 

DETAILED ACTION 

Examiner acknowledges receipt of non-complaint amendment and compliant amendment 
to • he claims filed 02/01/05 and 02/28/05 respectively, amendment to the specification filed 
02.01/05, and remarks filed 02/01/05 and 02/28/05. Claims 1 -103 are pending. 

EXAMINER'S AMENDMENT 
1 An examiner's amendment to the record appears below. Should the changes and/or 
ad. litions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1.3 12. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with O. 

Hf rley Blosscr on 05/17/05. 

The application has been amended as follows: In the claims, replace original claim 56, 
previously presented claims 68, 69,71 and 75, previously amended claim 72 and new claims 77, 
83. 87, 88. 90, 91, 94-97 and 99-103 with Bxaminers amended claims 56, 68, 69,71, 72, 75, 77, 
83, 87, 88, 90, 91, 94-97 and 99-103 below. 

56. A composition for promoting the growth and strengthening of bone consisting essentially of 
a mixture of hyaluronic acid, cancellous bone, and dcmineralized bone matrix; and optionally a 
compound selected from the group consisting of vascular endothelial growth factor, bone 
morphogenic proteins, fibroblast growth factors, tumor necrosis factor, endothelial cell growth 
fetors, platelet derived growth factors, transforming growth factors, placental growth factors 
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granulocyte colony-stimulating growth factors, insulin growth factors, interlcukins. cytokines, 
antibiotics, vitamins and non-decalcified bone matrix. 

68. A composition as set forth in claim 56 wherein the compound selected from the group 
caisisring of vascular endothelial growth factor, bone morphogenic proteins, fibroblast growth 
factors, tumor necrosis factor, endothelial cell growth factors, platelet derived growth factors, 
traasforming growth factors, placental growth factors, granulocyte colony-stimulating growth 
fat tors, insulin growth factors, interleukins, cytokines, antibiotics and vitamins is present. 
69 A composition as set forth in claim 68 wherein the compound is vascular endothelial growth 
factor. 

71 . A composition as set forth in claim 65 where the non-decalcified bone matrix is present at 5- 
30'/.. 

72. A method of inducing bone formation in a vertebrate comprising applying an effective 
amount of a composition consisting essentially of a mixture of hyaluronic acid, cancellous bone, 
and deminerahsed bone matrix; and optionally a compound selected from the group consisting of 
vascular endothelial growth factor, bone morphogenic proteins, fibroblast growth factors, tamor 
nesrosis factor, endothelial cell growth factors, platelet derived growth factors, transforming 
growth factors, placental growth factors granulocyte colony-stimulating growth factors, insulin 
growth factors, interleukins, cytokines, antibiotics, vitamins and non-decalcified bone matrix. 
75. A method of filling a bone defect comprising filling the bone defect site with a composition 
consisting essentially of a mixture of hyaluronic acid, cancellous bone, and demuicralized bone 
matrix; and optionally a compound selected from the group consisting of vascular endothelial 
growth factor, bone morphogenic proteins, fibroblast growth factors, tumor necrosis factor, 
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endothelial cell growth factors, platelet derived growth factors, transforming growth factors, 
placental growth factors granulocyte colony-sumulaung growth factors, insulin growth factors, 
inti^leukins, cytokines, antibiotics, vitamins and non-decalcified bone matrix^ 
77. A method of filling a bone defect as set forth in claim 75 wherein ^^orjfijnaterial consists 
essentially of bone allograft material. 

83. A composition consisting essentially of a mixture of hyaluronic acid, cancellous bone, and 
deminoraUzed bone matrix; and optionally a compound selected from the group consisting of 
vjsicular endothelial growth factor, bone morphogenic proteins, fibroblast growth factors, tumor 
nososis factor, endothelial cell growth factors, platelet derived growth factors, transfomiing 
growth factors; placental growth factors granulocyte colony-stimulating growth factors, insulin 
growth factors, interleukins, cytokines, antibiotics, vitamins and non-decalcified bone matrix; 
wl erein {jnyjbone material consists essentially of bone allograft material. 
87 A composition as set forth in claim 83 wherein the compound selected from the group 
consisting of vascular endothelial growth factor, bone morphogenic proteins, fibroblast growth 
factors, tumor necrosis factor, endothelial cell growth factors, platelet derived growth factors, 
transforming growth factors, placental growth factors, granulocyte colony-stimulating growth 
fmsors, insulin growth factors, interleukins, cytokines, antibiotics and vitamins is present. 
88. A composition as set forth in claim 87 further wherein the compound is a vascular 
en Jothelial growth factor. 

90. A composition as set forth in claim 84 where the non-decalcified bone matrix is present at 5- 
30%. 
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91 . A composition for promoting the growth and strengthening of bone consisting essentially of 
a mixture of hyaluronic acid, cancellous bone, and dcmineralteed bone matrix; and optionally a 
compound selected from the group consisting of vascular endothelial growth factor, bone 
mcrphogenic proteins, fibroblast growth factors, tumor necrosis factor, endothelial cell growth 
factors, platelet derived growth factors, transforming growth factors, placental growth factors 
gnnulocyte colony-stimulating growth factors, insulin growth factors, intorleulrins, cytokines, 
aw ibiotics. vitamins and non-decalcified bone matrix. 

94 A composition as set forth in claim 91 wherein the hyaluronic acid is present at 10-80% 
(w'w), the cancellous bone is present at 10-40% (w/w), and the dermneralized bone matrix is 
present at 5-30%. 

95. A composition for promoting the growth and strengthening of bone consisting essentially of 
a mixture of hyaluronic acid, cancellous bone, demineralized.bone matrix, and one or more of a 
compound selected from the group consisting of vascular endothelial growth factor, bone 
murphogenic proteins, fibroblast growth factors, tumor necrosis factor, endothelial cell growth 
factors, granulocyte colony-stimulating growth factors, insulin growth factors, interleulrins, 
cytokines, antibiotics and vitamins. 

9t . A composition as set form in claim 95 wherein one or more of the compound is a 
vascular endothelial growth factor. ~ff\-t 

9', . A composition as set forth in claim 95 wherein @bone material consists essentially of bone 
. al ograft material. 

9?.. The method of claim 98 wherein the cancellous bone is present at 10-50% (w/w). 
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